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Food and Drug Administration, HHS § 872.3630 

§ 872.3560 OTC denture reliner. 

(a) Identification. An OTC denture 
reliner is a device consisting of a mate-
rial such as plastic resin that is in-
tended to be applied as a permanent 
coating or lining on the base or tissue- 
contacting surface of a denture. The 
device is intended to replace a worn 
denture lining and may be available for 
purchase over the counter. 

(b) Classification. Class II. The special 
controls for this device are FDA’s: 

(1) ‘‘Use of International Standard 
ISO 10993 ‘Biological Evaluation of 
Medical Devices—Part I: Evaluation 
and Testing,’ ’’ and 

(2) ‘‘OTC Denture Reliners, Repair 
Kits, and Partially Fabricated Denture 
Kits.’’ 

[52 FR 30097, Aug. 12, 1987, as amended at 61 
FR 50707, Sept. 27, 1996; 65 FR 17144, Mar. 31, 
2000] 

§ 872.3570 OTC denture repair kit. 

(a) Identification. An OTC denture re-
pair kit is a device consisting of a ma-
terial, such as a resin monomer system 
of powder and liquid glues, that is in-
tended to be applied permanently to a 
denture to mend cracks or breaks. The 
device may be available for purchase 
over-the counter. 

(b) Classification. Class II. The special 
controls for this device are FDA’s: 

(1) ‘‘Use of International Standard 
ISO 10993 ‘Biological Evaluation of 
Medical Devices—Part I: Evaluation 
and Testing,’ ’’ and 

(2) ‘‘OTC Denture Reliners, Repair 
Kits, and Partially Fabricated Denture 
Kits.’’ 

[52 FR 30097, Aug. 12, 1987, as amended at 65 
FR 17144, Mar. 31, 2000] 

§ 872.3580 Preformed gold denture 
tooth. 

(a) Identification. A preformed gold 
denture tooth is a device composed of 
austenitic alloys or alloys containing 
75 percent or greater gold and metals of 
the platinum group intended for use as 
a tooth or a portion of a tooth in a 
fixed or removable partial denture. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 

subpart E of part 807 of this chapter 
subject to the limitations in § 872.9. 

[52 FR 30097, Aug. 12, 1987, as amended at 59 
FR 63008, Dec. 7, 1994; 66 FR 38798, July 25, 
2001] 

§ 872.3590 Preformed plastic denture 
tooth. 

(a) Identification. A preformed plastic 
denture tooth is a prefabricated device, 
composed of materials such as methyl 
methacrylate, that is intended for use 
as a tooth in a denture. 

(b) Classification. Class II. 

§ 872.3600 Partially fabricated denture 
kit. 

(a) Identification. A partially fab-
ricated denture kit is a device com-
posed of connected preformed teeth 
that is intended for use in construction 
of a denture. A denture base is con-
structed using the patient’s mouth as a 
mold, by partially polymerizing the 
resin denture base materials while the 
materials are in contact with the oral 
tissues. After the denture base is con-
structed, the connected preformed 
teeth are chemically bonded to the 
base. 

(b) Classification. Class II. The special 
controls for this device are FDA’s: 

(1) ‘‘Use of International Standard 
ISO 10993 ‘Biological Evaluation of 
Medical Devices—Part I: Evaluation 
and Testing,’ ’’ and 

(2) ‘‘OTC Denture Reliners, Repair 
Kits, and Partially Fabricated Denture 
Kits.’’ 

[52 FR 30097, Aug. 12, 1987, as amended at 65 
FR 17144, Mar. 31, 2000] 

§ 872.3630 Endosseous dental implant 
abutment. 

(a) Identification. An endosseous den-
tal implant abutment is a 
premanufactured prosthetic component 
directly connected to the endosseous 
dental implant and is intended for use 
as an aid in prosthetic rehabilitation. 

(b) Classification. Class II (special 
controls). The guidance document enti-
tled ‘‘Class II Special Controls Guid-
ance Document: Root-Form 
Endosseous Dental Implants and 
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